;iOrOBOP O nATEHXHOa KOOIIEPAimil 

PCX 

BAKJnOHEHilE MEyKJiynAJfOfffiOU nPEABAPIlTEJIbHOH 3KCnEPTH3bI 

*' O^naBa II Zlorosopa o nareHTHoit Koonepamai) 

(craxM 36 h npaBtino 70 PCT) 



Hi acm 'jaaBHTCJiJi hum ai'eKta: 



OJIfl AAJKHEftUIHX AEMCTBM j) 

Cm. nyHtcr2 max 



HoMq> McxmynapoiiHOM saasKH: 

PCT/RU 2004/000260 



Zlara McamyHapoj^HOfl noAa-JM: 

01 moJM 2004 (01.07.2004) 



CaMaa pamua juati npnopincia: 

14 HiojM 2003 (14.07.2003) >- 

a. 



MexciQ'ilapoiatas nareirrHaa uiacCH(|>ttxaiaisi (MnK^7): A61K 38/43, 38/46, A6IP 31/00, A61P 3/10, 9/10 



SaflBirrcjib: rEHKHH ^MM-quftt AisnnpHemra h np. 



mi 

5 



1. AaHHOe^saKjnoHeHKe Mexcjiyiiapomioil npciZBapHTeju>Hoii,3KcnepTii3u noAroroBJieHO HacroAuuiM OpranoM Me}Kii>HapoiiHojl 
irpeABapKrcJibHoS 'iKCueprMSu u cooTBercxBHH co CTarbeit 35 r HanpasjieHO ssLXBimsuo b cooTBercTBHH co CrarKeit 36. PCT. 



2. AdHHoe saKJnoHemie coAepxcHT Bcero 5 



jiHcra, BKjnoqafl iiaiiHuit o6mHfi jihct 



3. AaHHoe saKjnoHeHHC xaioKC conpoBOKflaercB IIpHjiOiKeHHiiMM, coAepacaiiXHMH: 

a) I I (nocjtOHHbie seaitnimejno u a MejKdyHapodnoe Biopo) Bcero nMcroB^ xaiofc mk: 

□ 



jracTbi onHcaHMfl. (|H)pMyjiiii k/hjim sepivxceii, Koropue 6bUiH mMeHeHM h cjiy>KaT ochoboA iuu iiaHHoro 

3aiCnK>MCHHS hAmJIH JIKCTU C HCnpaR/ieHHblMH OHeBH;iHbtMH blIlU<>KaMH, ilpMHJrrtiie iiaHHbIM opi^OM 

(cm. npasHJio 70.16 H Pdnjsfin 607 AAMHHHcrpaTHBHoA HHcrpynwH}. 



□ J1HCTU AJm ^aMCHbi 6ojiee pauHHx jihctob, uo Koropue iiainiufl Opraii paccMaipuBaer, kzk coAepBcamHe iBMenamii^ 
KOTopMe BuxoA^ r 3a paAtKM riepBOHaHajibHO noAaHH&ix MinepMajioB MesRflyiiapo^mofl aaaBioi, kbk yxasaiio b nymcre 
4 PasApna I h b JitonoAHrnvjibHOM pasAcne. 

b) rn (nocMJiaiorncji iojilko b MoKffyHapojOTOC Bidpo) Bccro (yKaMHHC Bima h KOJiiwccraa 

3aeKTpoHH»tx HocHTcneti), ctuiepsKamne nepencHb iiocjieAOBarBjifcHpcrefl h/hjm Ta6jiHii» ornfocamHeca k hhm^ 
TOnbKO B ManiiiHO*iHTacMoft 4>opMe, ksx yxasaHo b AononmrrejiBHOM pasnene^ oTHocsiuHMca k nepenHio 

IlOCJieiOBarcJItHOCTCfl (cm. ?B3mi 802 AHMHHHCrpaTOBHOtt HHCXpyKIIHH) 



4. /(aHHoe iaKJuoHeHHe coAepscKT Hw^pMamno, OTHOcauQooca k cireiQiomHMH paa^eiiaM 


m 


I 


OcHoaa saiuuoHeHiiM 


□ 


II 


npHOpHTCT 


□ 


III 


OrcyrcTDiic sakJuoHCinui othochtcjilho iiobhsiili, HSoSpcrarcJiLCRoro ypoBiu h npoMunureiiiiofi 

UpMMeHHMOCTH 


□ 


IV 


HapyuieuHe eitHHCraa HSoGpeieHnn 




V 


yTBep^ilCHHe B COOTBCTCTBHH CO CTaTtCtt 35 (2) OTHOCHTCJIbHO H0BH3HU, HSOfiperaTCJIKCKOrO 

ypoBHfl u npoMuujJieHHoA npHMCHMMOCTH; ccujiKH H noflCHCHiu B o6ocHOBaHHe yTBcpxcaciiMB 
(CTaTbJi35(2)) 


□ 


VI 


OnpeA^ncHHue uurupyeMbie AOKyMeHTu 


□ 


VII 


HeKOTopBie ;ie(^eKTU Me^uiyHapo^moA saneKM 


□ 


VIII 


1 lexoTopue iSMeHamsi, Kacaion^iieca Me)KAyHapo;iHoA 3asmKH 



Asra npejicraRneHHfl T[^()OBaHHa: 

1 1 4)eBpana 2005 (11.02.20053 



Aara no;iroTOBicH saxinoHeifHa: 

14 oicTa6pB 2005 (14.10.2005) 



HaHMeiioBaiDie h ^ipec Me»jQrHapojiHoro noHCKoaoro oprana: 
(I^cAepajibHufi HHCnnyr npoMUOiJimuoll cp6cTBeiiiiocTii, 
POJ2399.S, MocKBa, r-59. rcn-5. EepewKOiicicaM Ha6.. 30-1 
(Paxc: 243-3337, Tejicrafln: IJ4818 UOJJAHA 



ynontioMOHciinoc jihuo: 



H. KaiUKOBa 



OopMa PCT/lPEA/409 (p6mirtt jihct) (Anpcm. 2005) 



3AICJIK>^HiI£ MEXCZtyHAPOAHOA nPE^BAPHTEJIbHOft 3KCnEPTH3bl 



PCT/RU 2004/000260 



AonoJiHiiTejibHaa rpa4>a 

flHKasM no onpeACJierono 5iBJuieTCfl fffJK. no3TOMy, hc CMorpii na to, hto b ^(1, flHK HaxoflHxcH b 
cocxaBC HK, ona siBJifierrcn uHpKyjiHpyiomeii b KpoBH h no onpeflejieHHK) paspyuiaerca BBo^inMoil b 
UHpKyji$niHK> /^HKa30M. KpoMe Toro, b J\\ noKaaaHa Heo5xoOTMocn> BBej[ieHH5i .Z^flCaabi e zioaax m 
pcHcHMax, o6ecneMHBaK)iuHx bmcokhh ypoBCHb flHK-rHApojimwtecKoft aicTHBHocTH nnasMia KpoBH, 
noA KOHTpojicM HSMCHeHMH B^HKK c noMombK) rejn>3JieKTpo4)ope3a. 

JiZ pacKpKTBaer naToreHnyio pojib laMeHeHH^I BflHKK npH pasjrnqHbrx HHC^eicmiHx, b tom 
TOCJie 6aKTepHajibHbTx, h npM coMarHMecKHx 3a6ojTeBaHHiix, TO) saioiiOMaeTCfl b HapymenHH 
impKyjMOHH KpoBH, (^yHKUHii HMMyHHoit H cBepTbiBaioniett cHcreM, ornoKeicHH JSfSK b paaaHHHbix 
opraHax. 

B ^3 OHHcaHO netieHMe MyxoBHCKHAoaa - coManraecKoro aaSojieBaioiJi, o6ycjioBJieHHoro 
MyrauiMMH reuoB i^OMaTHHecKHX KJieroK h conpoBOxcaaiomerx>cji mMeueHHeM KanecTBeHHoro h 
KOJinHecTBeHHoro cocraBa B^piK b MOKpore^ c nOMoiubio BaeAeHHA ,ZtHKa3bi, paapyiuaiomeH 
B^HK npH Tpaxeo6pouxHanbuOM BBeAeHHH. . KpoMC Toro, b >H3 noKaaaHo HaiiHHHe HSMeHeHHOH 

B^HK B KpOBH npH MyKOBHCUHAOSe. 

B ^4-^6 cooTBercTBeHHO pacKpbrrbi KanecTBeHHue h/hjih KOJTHHecTBeHHbie ifmmemsi 
B^IHKK npH yKaaaHHbix b (^opMyjre modp&remn aTepocKjiepose, caxapHOM AHaSere, h 
saGoneBaHHflX, cBiiaaHHUX c peaKuneH rHnepHyBCTBifrejTbHOCTH 3aMej[ineHHoro inna (3Pr3T), b 
HacTHOCTii peaKium «TpaHCiuiain'aT nponiB X03fliiHa». 

JS,l ABJiiieTCx 6jiH^aHmHM aHanoroM b qacni B^naHra cnQco6a jieneHiifl 
reHepajiH30BaHHbix HH4>eKUH0HHbix saGojieBaHiiif, yKaaaHHbix b nesaBHCHMOM n. 1 . 

OniHHHeM ABHHoro BapHBHTa OT fll iiBjcflercfl BBe^eHHe npH 3thx saOojiesaHHicc arenra, 
paapymaiomero B^KK, m mcctho, a b cHexeNrayK) i^HpicyjniuHio. B caaaH c 3THm jiamam cnocoS 

flBJIHerOI «H0BbIM». 

O^aKO yyKC m fll H3BecTH0 raKoe mcjxcimc 3Toro arenra (/IHKaaM) ajih paapymeHM 
BflHKK npH 3a5ojieBaHiwx, conpoBOxyiaiomHxca lOMeHeHiwMH BflHKK, a h3 - 
naTOJiorwHecKaH ponb B/IHKK npH yicasaHHbix b <J)opi4yjie HH({)eKUHm. 

TaKHM o5pa30M, m ^1-^2 pjitt cneuHOimcTa OHeBHWO Hcnonb30BaHHe arenra, 
paspyiaaiomero B/IHKK (JJJiKsabi), nyreM BBeiieHm b CHCTei^fflyio impKyjixiiHip jv^ jieneHHA 
yxasaHHUx renepajnisoBaHHBnc HH4>eKiiH0HHbix 3a6oneBaHHit, nocKOJibxy mMeHeHHH Bja[HKK npH 
3tx)M xBJifliOTCH OAHHM H3 naToreHeriiHecKHx 4^aicF0p0B 3a6oJieBaHHJi, hto Tpe6yeT 
cooTBercTByiomero MHCHm, 



OopMa PCT/IPEA/409 (ZlonojiRHrenbHafl rpa^ia) (anpe^b 200S) 



3AKJTIOH£HM£ ME^KflVHAPOAHOfl IlPEaBAPHTEJILHOft 3KCnEPTH3bI 



PCT/RU 2004/000260 



I OcHOBa aaKjiiOMeHHfl 



OniocirreiiLiio R3UKa, Aaiiiioe coo6nietiise noAroTOBACHo HaocHose: 

MexcAyiiapOAHOfi 3aflBKH, iia jnuvx, iia rotx>pom ona 6uiia ttOA^Ha 



□ 



n^tcRom Me^iQQwapoAHoii saiiBKH na cnei^yionnifl satSK , KorropuR nBsia&nB 5i3biKOM nepeaoAa, 

npcAcraBjiciDioro wa cjicflyiomnx ucjicft: — — 

BMesKAyHapQAHUff noHCR ( b cootbcpctbhh c TTpaBwioM 12.3 (a) ii 23.1 (b)) 
nyGjTHKaiiHfl MOKayHapooHoft saasKH (b oootbctctbhh c npasiuiOM 12.4 (a)) 
I I McxcoyHapoAHaji npeABapirreiibHafl dfccnepnoa (b cooTBcnnBHH q TTpaRHJiaMH S5.2 (a) h/wih 5S.3 (a)) 

2. OrHOUMTBJifcHo ruieMcHTOB Me3igiyHapo;uu)ft .^jasBKM, ;iaHHoc aaKJifOHCHHe cocraajTCHo na ochobc (sawMJuoume mtcmbt, Kompphte 
Cbuiu npedcmdwieHbi e Hojiy^aioufee eedomcmso e omeem na npednojtceHne e coomeemcmeuu co cmambeA f4, e dOHMOM siaicaiOHetant 
o6o3N£PieHbt KUK ncnepuoMUHOJibHO /7odaMHbie» u m npwKOHXHHtie K 3moMy laKmo^emoo): 

EH KieaicayHapoAHaii sa^Bxa b tom BtvijC, b tom bhac, b xonopOM oiia 6ujia noaaHa/npcAcraiiJieHa 
I I oiiucaHMe: 

CTpaHHUU nepBOHa<ianbHO noAaHHue/iipeAcraBjieHHue 

cipaHMUU^ iiojiyMeHHbie ashheim OpraHOM Ha aary 

CTpaimuM* nonyneiuiueAainiBiM OpraHOM Ha Aaxy 

I I (^pMyjta iao'6i>erreHiu: 

CTpaHHUU — ncpBoiiananbiio nOflaiiiiHc/npcwcraBJicHHwe 

cipaHHUU* ; iionyMCHHUC xcaHHUM Opi-aHOM Ha ^ary 

cipaHHuu* nojiyneHHue AaHHUM OpranoM na aary 

□ 

uepresKH: 

CTpaHHUN iiepBOHaManiiHo nfviaHHbie/npeACTaBneHHue 

crrpaHHUiii* nony«ieHHue AaHH&iM OpnufOM na iiany 

dnpaHKiou* no/iyMeHHhie AfiHHMM OpraHOM Ha iuny 

I I iiqMHeHb uocriextosa'cenbHOcitit hAuih coaiaeixxiByiomHe i-uGjihuu - cm. AonojiHirrejiKHijfl pa3;icji« omoc^mHltcii k 
nepe>iMK> iiocjie;u08arrejibHOCieff 

3. H3mch€Hhji npHBemi K H3wnrHio: 

[ I crpaHMU onHcaHHa 

j I nyHKTOB (t)opMyJibt JfeKs 

j — j cTipaHHii/4>Hr. iiepreaHefl 

nepetiHJi nociiciioBaTejibHocTTett 
' — ' 'iB6iiHUbi, OTHOoiuuillcsi K fiepeHHK) nocjie/ioaanieiibHocTvi) 

4. Hacronmee saicjiioHeHHe cocraBneuo 6e3 ynera (Hcxorropbix ) mmtHtwA^^ iipHJioxnsHHux k jmwiy uTHery h OTMCHCHHbix HWKe, 
Tax KBK OHH Buxoim 33 paMKR nq>BOHaqanbHO noiiaHHbix MaicpHanoa lafiBKH, xax yxasaiio b AonojiRHrejiLHOM pasiiejie 
(npasHjio 70.2(c)). 

cipanHU oiiHcauHs 

nyHKTOB ({KTpMynM Xa/fe 

cipaiiHii/4>Hr. "lepTexcefi 

nepeHHB nacjieADBffnuihHocTefl 

Ta&niuu, OTHOCfflOHticfl k ncpcmno nocjieAOBaneji&HCKiTefl 



B 
B 



Oopjyia PCT/lPEA/409 (Fpa^a I) (anpejib 2005) 



3AKJIK)H£HH£ M£}WHAP0;giOll nPEABAPHTEJIbHOft 3KCn£PTM3bl 



PCT/RU 2004/000260 



itonoJiHHTejii>HaH rpa<t)a 



B CBfl3H C 3THM, tiyHKTbl 1-2 B HaCTH JieneHHR reHepaJllt30BaHHblX UHCtieKLUiH, B1il3BaHHbTX 

6aKTepHXMH, rpH6aMH hjih npocTeihiniMH c noMOiubfO ,^HKa3lll - arenra, paspymaiomero B,ZIHKK 
npM BBeAeHMM b CHcreMHyio mipicyjumHio, He cooTBerrcTByKyr KpHtepHio «H3o6peTaTejiBCKHji 

ypOBCHL)). 

Hxo KBcaercfl jieHeuHJi arepociaieposa, caxapHoro AHaGera, anJiepniHecKHx saGojieBaHntt, 
CBAsaHHUx c peaKioiefi rHnep^Q^BCTBHrejibHocTH saMeAJieHuoro Tana, to b J\^-J\6 omicaHBi 
H3MeHeHH)i BJpnCK npH 3thx 3a6ojieBaHH5ix. B cbhsh c 3tiim» yHHTbiBax H3BecTHyK> hs j[(2 
naxoreHHyio pojib B/(HKK npH pasjiHHHBix coMaimecKHX 3a6oneBaHHflx, am cneimanHcra TaicKe 
npeACTaBJiflercA 04eBHAHUM B03AeficTBOBaTi» Ha 3tot naroreHeruHecKMS ()^aKTop jm% nwmm 
yKasaHHBix 3a6ojieBaHHH. 

TaKHM oSpasoM, b 3toh HacTH cnoco6 no n.l raiOKe ne hmcct «ioo6peTaTenbCKOfx> 
ypoBHsi». 

Mto Kacaercff BapHaifra cnoco6a jieHeHHs 3a6ojTeBaHHii, o6ycjiOBjieHHbix MyramisMH renoB 
coManmecKHx fcjieroK no n. to BBH^y H3BecTH0CTH h3 ^-J^ naToreHHOH pojiH B^ZPOCK npH 

TaXHX 3a[50JieBaHHffX, B HaCTHOCTH, npn MyROBHCqHAOSe^ H HSBeCTHOCTH H3 ^1 CHCTeMHOrO 

BBCAeHHa B oHpicyjiTOHK) arcHTa Ansr paspymeHiM BflJIKK, nyrocr 1 b 3Toli hbcth He 
cooTBeTCTByer KpHxepHio «H3o6peTaTejibCKHH ypoBeHb». 

3KcnepTM3a He MO^er corjiacHXbCJJ, c MHeHMCM saaBHreji^ o tom, hto b fll orcyrcTByKyr 
KpHTepHM no>a6opa 34)<^eKrHBHEix A03 H pe»cHMOB BfiCAeHHA ,HHKa3bi « in vivo», nocKOJibiQ^ b JX\ 
noKaaaHO* hto KOHKperHbift noASop ao3 h pe^MOB BBeAennfl .ZpnCasbi BCAyr b saBHCHMocxH ox 
BHAa 3a6o;ieBaHMH, ocoSeHHOCxefi nauMCHxa m x.n., noASnpafi ao3ki h pexcMM BBeAeHHii /tHKaaw 
xaic, qTo6bi noAAep»CMBaTi> BWCOKyio rMAponnTHMecKyio aKTHBHOCTb kpobh jx^m paapymeHHfl 
onpcAeJieHHoro KOjnrrecTBa AHK, mto onpeAeji^Kn* rejibajieicrpo^opesoM. Ha ocnoBaHMH 3Toro, 
cneuHajiHCT M0»ceT onbTTHbiM nyreM nbAo6paTb yKa3aHHbie pexcHMbi h aqsu, tx. tbkoh noAlSop ahh 
cneuHaniiCTa rajuercx OHeBTUUtMM. Tbkhm o6pa30M, nynKTbi 2-4 ne cooTBercTByioT KpHTepHid 
«H3o6peTaTejiBCKHii ypoBeHb». 

IlyHKTbi 1-4 cooTBercTByiOT KpHTepmo «npoMbiiimeuHaH npHMeHMM0CTb». 



' — J - . . - 

OopMa PCT/rPEA/409 (J^onojiHHTejibHafl rpa^a) (anpejn> 2005) 



3AiaiI0HEHiI£ ME^CAVHAPOAHOft nPEABAPHTEJlbUOH BKCIIEPmiBI 



Me»;oiTapo;nfa)i aaxBKH Hs 
PCT/RU 2004/000260 



rpa4>a V O6oGH0BaHH0e yrBep^neifHe b cooTBercrBMH c ITpaEHjioM 35(2) b OTHomeHHH HasioHiii, 
HSoGperaTejibCKoro ypoBHfl h npoMunuieHHOft npHMeuHMoerH; ccbuiKH h noncHemfH, noiuqieiuuiioiiiRe raKoe 
yTBepameHHe 



1. VTBepxcaeBBe 

HOBH3Ha (N) 

HsoSperaTejibCKHfi yposeHb (IS) 
IIpoMuiiiJieHHaA npuMeHMMOCTb (lA) 



IlyHKTU 

nymcm 
IlyHicrbi 

IlyHKTU 

IlyHicru 
ITyuicTu 



1^ 



1-4 



HET 

M 
HET 

flA 
HET 



2. CcbuiKH M nOACueHHfl (npaBwio 70.7) 

SaKJiioHeuHe 3KcnepTH3hi cocxaBJieuo c yHenroM OTBenra saxBHrejisr^ npewTaBjienHoro 
1 5.02^005 H cneflyiou^iDi hctowhkob HH(})opMamiH: 
fll:US 6,391,607 81 
US 6,033,846 

^3: CEPFEEBA JI.M. KjiHHHKO-JiadQpaTopHBit oi^eHKa MyKOjnmraecKdro 3(|>^KTa 
nyjibM03H^a y 6oJiBHbix MyROBHcmu{030M, mcc. . .K.M.H,, ExaTepHHOypr, 1999 

^4: rAHHYIIIKPIHA H.B. VI ff]?, VposeHB JSfJK b luiaaMe xpoBH Gojibhux c 
aTepocKJiepoTHKecKHM nopaxceHHeM MarHcrpanbHux aprepHii rojiOBu h 66k6bum 
aMHorpo^HHecKHM cKneposoM// EfojiJiereifb 3KcnepHMeHTaJibHoit 6HOJiorHH h MeAHUHHbi, M., 
MeAHUHHa, 1997, 12, c. 610-612 

flS: ZHONG S. ET AL., J. Clin. Pathol. 2000 Jun; 53(6): 466-9, pe4>epaT 

Ji6: BURT M. ET AL., Liver Transpl. Surg., 1996 Sep; 2(5): 391-4, pe^epar 



J^l pacKpuBaer cnoco6 JieHeHw» HH4)eKimoHHi>ix 3a6o;ieBaHHH, BM3BaHHbix 6aKTepHflMH, 
rpH6aMH, HjiH napasHxaMH, KoropMH BKJnoHaer Mecrnoe BBe^eHHe areifra, paspyiiiaiomero 
BHeKjreromiyK) AUK - 4)epMeHTa flHKasw. 

KpoMe Toro, m JX\ HsaecTHo BBCi^eHHe JJ^JKaau h b CHCxeMHyio UHpKyjiflimio KpoBM, ho 

jvisi jieMeHHH HeHHC^eKUHOHHEix 3a6ojieBaHHii, conpoBO}KaaK)miixCA KanecTBeKHbiM h 

KOJiHHecT&eHHUM H3MeHeHHeM BHeKnexoMHoit KpoBH (AaJiee B^HKK), npH kotopetx B^HKK 

HaxoiOrrcA b cocTase HMMyHHWX KOMiuieKCOB (HK). 3KcnepTH3a He Mo^er cornacHTKCii c 

AOBOABMH saxBHienH o TOM, ^0 , ^1 Hc oiiHCbiBaeT paspyineHHH B^HKK jcbk t^koboh, a KacaexcK 

TOJTbKO pa3pymeHW5f ee b cocraBe hmmvhhi>tx KOiwyineKcoB. nocic ojifaifv tomkqh npvmoyKemsi 
OopMa PC'r/IPEA/409 (Tpatj^a V) (anpcjib 2005) 



